DEPARTMENT OF DEFENSE
PHARMACY AND THERAPEUTICS COMMITTEE

MINUTES AND RECOMMENDATIONS
August 2020

CONVENING

The Department of Defense (DoD) Pharmacy and Therapeutics (P&T) Committee convened at
0900 hours on August 5 and 6, 2020. Due to the COVID-19 pandemic, the meeting was held
via teleconference.

ATTENDANCE
The attendance roster is listed in Appendix A.

A. Review Minutes of Last Meetings

1. Approval of May 2020 Minutes—Mr. Guy Kiyokawa, Deputy Director, DHA,
approved the minutes from the May 2020 DoD P&T Committee meeting on July 24,
2020.

2. Clarification of Previous Minutes

a) February 2020 Meeting—Re-evaluation of nonformulary (NF) generics:
Antidepressant-1s (AD-1s) and Non-Opioid Pain Syndrome Drugs: pregabalin
controlled release (Lyrica CR): Generic pregabalin (Lyrica) was returned to UF,
status, the step-therapy and manual Prior Authorization (PA) that had previously
required atrial of other AD-1 drugs including gabapentin was removed, and the
medical necessity (MN) criteria were removed. However, Lyrica CR remains NF,
with step-therapy and manual PA required. Slight modifications were made to the
Lyrica CR PA and MN forms, to list generic pregabalin as a formulary alternative.

b) November 2019 Meeting—OTC Test List: OTC Artificial Tear Products:
Some OTC ophthalmic Artificial Tear products originally added to the list are no
longer available in sufficient quantities. Clinically similar replacement products
that have consistent availability that currently are not on the list were added in
addition to the original products (Refresh PM, Refresh Lacri-lube, Systane
Overnight Lubricating Eye). Implementation occurred in early June 2020.

REQUIREMENTS

All clinical and cost evaluations for new drugs, including newly approved drugs reviewed
according to 32 Code of Federal Regulations (CFR) 199.21(g)(5), and full drug class reviews
included, but were not limited to, the requirements stated in 32 CFR 199.21(e)(1) and (g)(5).
All TRICARE Tier 4/not covered drugs were reviewed for clinical and cost-effectiveness in
accordance with amended 32 CFR 199.21(e)(3) effective December 11, 2018. The Final Rule
was published June 3, 2020 and is available at

https//www. federalregister.gov/documents/2020/06/03/2020-10215/tricare-pharmacy-benefits-
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program-reforms. When applicable, patient-oriented outcomes are assessed, in accordance
with the Final Rule. All uniform formulary (UF), basic core formulary (BCF), and TRICARE
Tier 4/not covered recommendations considered the conclusions from the relative clinical
effectiveness and relative cost-effectiveness determinations, and other relevant factors
including those outlined in Section 702 of the National Defense Authorization Act (NDAA) for
fiscal year (FY) 2018. MN criteria were based on the clinical and cost evaluations and the
conditions for establishing MN for a NF medication.

NF medications are generally restricted to the mail order program according to amended
section 199.21, revised paragraphs (h)(3)(i) and (ii), effective August 26, 2015.

UF DRUG CLASS REVIEWS

. SleepDisorders: Wakefulness Promoting Agents Subclass

Background—The Wakefulness Promoting Agents were last reviewed for formulary status in
February 2012. The drugs in the subclass include modafinil, armodafinil, sodium oxybate
(Xyrem), solriamfetol (Sunosi), and pitolisant (Wakix). The two newest entrants were
previously reviewed as new drugs, solriamfetol (Sunosi) in August 2019, and pitolisant
(Wakix) in November 2019. The FDA indications vary between agents; all five drugs are
approved to treat excessive daytime sleepiness (EDS) associated with narcolepsy. Modafinil,
armodafinil, and solriamfetol are also approved for obstructive sleep apnea (OSA), while
modafinil and armodafinil also carry an indication for shift work sleep disorder. Sodium
oxybate (Xyrem) is the only drug in the class approved for cataplexy associated with
narcolepsy. The wakefulness promoting agents differ in several other aspects including
mechanism of action, drug enforcement agency (DEA) scheduling, and safety profiles.

Relative Clinical Effectiveness Conclusion—The P&T Committee concluded (18 for, O
opposed, 0 abstained, 0 absent) the following:

e Narcolepsy and cataplexy guidelines from the American Academy of Sleep
Medicine (AASM) (2007) discuss modafinil and sodium oxybate as effective
treatments for EDS due to narcolepsy. An updated guideline is in progress that will
address the newer products solriamfetol and pitolisant.

o Stimulant medications (e.g., amphetamine, methylphenidate) are widely used
for a variety of sleep disorders and are mentioned in the 2007 AASM
guidelines.

e For OSA, the AASM 2019 guidelines and VA/DoD 2019 clinical practice
guideline both recommend sleep hygiene and continuous positive airway pressure
as key interventions.

e Modafinil and armodafinil have been available for many years to treat EDS due
to narcolepsy or OSA, and are available in generic formulations. With regard to
efficacy, safety and tolerability, there are no clinically relevant differences
between modafinil and armodafinil.
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e Sodium oxybate (Xyrem) fills a unique niche in therapy for cataplexy associated
with narcolepsy for adults and children as young as 7 years. However, limitations
include a boxed warning for abuse/misuse (C-I1I) and a restricted distribution
program requiring dispensing from one centralized pharmacy.

0 Off-label unsupportable uses of sodium oxybate include fibromyalgia, jet lag
disorder, and OSA, among other sleep disorders.

0 The most common adverse drug reactions (ADRS) leading to discontinuation
of sodium oxybate include headache, nausea, vomiting, and anxiety.

e Solriamfetol (Sunosi) is a new dopamine and norepinephrine reuptake inhibitor
(DNRI) approved in March 2019 for wakefulness in adult patients with EDS
associated with narcolepsy or OSA.

o Solriamfetol was evaluated in 4 placebo-controlled trials conducted to gain
FDA approval; modest efficacy was shown in a patient’s ability to remain
awake during usual daily activities.

0 Advantages of Sunosi include the additional indication for OSA and no
requirements for restricted distribution. Solriamfetol is a C-1V scheduled
drug. Other disadvantages include the lack of comparative efficacy studies,
and adverse reactions of increased blood pressure, heart rate, and psychiatric
symptoms, including anxiety, insomnia, and irritability. It should be used
with caution in patients with a history of psychosis or bipolar disorder.

e Pitolisant (Wakix) was approved in August 2019 for EDS in patients with
narcolepsy. It is the only non-scheduled drug in the class for this indication.

o0 Inclinical trials, pitolisant was superior to placebo but did not meet non-
inferiority requirements when compared to modafinil.

o Common adverse effects include nausea, anxiety, and insomnia.

Advantages of Wakix include its novel mechanism of action and non-
controlled option for narcolepsy, however efficacy is not superior to existing
therapies, and it has several safety issues including renal and hepatic
impairment, drug interactions with CYP2D6 inhibitors and CYP3A4 inducers,
and QT prolongation. Wakix is subject to restricted distribution requirements.

e Reviewers from the Oregon Health Science University Drug Effectiveness
Review Project concluded there is insufficient evidence to evaluate long-term
efficacy or safety of solriamfetol and pitolisant.

e Statements regarding comparative efficacy among the drugs in the subclass are
difficult to make, given the lack of head-to head studies and heterogeneity in
clinical trial designs.

e Military Health System (MHS) Provider feedback from sleep medicine specialists
supports use of stimulants (methylphenidate and mixed amphetamine salts) and
the older drugs, modafinil and armodafinil, prior to use of the newer agents for
their respective indications.
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e Fornarcolepsy, the wakefulness promoting agents are highly therapeutically
interchangeable. However, multiple wakefulness promoting drugs with differing
mechanisms of action and indications are needed on the formulary to meet the
needs of DoD beneficiaries.

Relative Cost-Effectiveness Analysis and Conclusion—A cost minimization analysis (CMA)
and budget impact analysis (BIA) were performed. The P&T Committee concluded (18 for, O
opposed, 0 abstained, O absent) the following:

e CMA results showed that armodafinil (Nuvigil, generics) and modafinil (Provigil,
generics) were the most cost-effective wakefulness promoting agents when
compared to pitolisant (Wakix), sodium oxybate (Xyrem), and solriamfetol
(Sunosi).

e BIA was performed to evaluate the potential impact of designating selected agents
as formulary, NF, or Tier 4 on the UF. BIA results showed that designating
armodafinil, modafinil, and sodium oxybate (Xyrem) as UF, with pitolisant
(Wakix) and solriamfetol (Sunosi) as NF demonstrated significant cost avoidance
for the Military Health System (MHS).

1. COMMITTEE ACTION: SLEEP DISORDERS: WAKEFULNESS-
PROMOTING AGENTS UF RECOMMENDATION—The P&T Committee
recommended (18 for, 0 opposed, O abstained, 0 absent) the following formulary
recommendations for the wakefulness promoting agents, as outlined below,
based on clinical and cost-effectiveness. Note that there are no changes to the
current formulary status.

e UF
= armodafinil
= modafinil

= sodium oxybate (Xyrem)

= solriamfetol (Sunosi)
= pitolisant (Wakix)

2. COMMITTEE ACTION: BCF RECOMMENDATION—The P&T
Committee recommended (18 for, 0 opposed, 0 abstained, 0 absent) not to add a
Wakefulness Promoting Agent to the BCF.

3. COMMITTEE ACTION: MANUAL PA CRITERIA—Manual PA criteria
currently apply to Xyrem (originally placed in February 2012, and most recently
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updated in August 2019 for pediatric use); solriamfetol (Sunosi) from the
August 2019 meeting; and pitolisant (Wakix) from the November 2019 meeting.
The P&T Committee recommended (18 for, 0 opposed, 0 abstained, 0 absent)
minor updates to the manual PA criteria for new users of solriamfetol and
pitolisant, to more accurately reflect the inclusion criteria from the clinical trials
used to gain FDA approval. No changes were recommended for the sodium
oxybate PA criteria. See Appendix C for the full criteria.

4. COMMITTEE ACTION: MN RECOMMENDATION—The P&T Committee
recommended (18 for, 0 opposed, O abstained, 0 absent) maintaining the current
MN criteria for solriamfetol and pitolisant. See Appendix B for the full criteria.

5. COMMITTEE ACTION: EXPANDED MILITARY TREATMENT
FACILITY (MTF)/MAIL PHARMACY INITIATIVE (EMMPI) PROGRAM
AND NON-FORMULARY TO MAIL REQUIREMENTS—The P&T
Committee recommended (18 for, 0 opposed, 0 abstained, 0 absent),
maintaining Sunosi on the EMMPI list, and excluding Xyrem and Wakix
(limited distribution requirements).

6. COMMITTEE ACTION: UF, PA, MN, EMMPI PROGRAMAND
IMPLEMENTATION PERIOD—The P&T Committee recommended (18 for,
0 opposed, 0 abstained, 0 absent): an effective date of the first Wednesday one
week after signing of the P&T minutes at all points of service (POS);
Based on the P&T Committee’s recommendation, the effective date is
November 4, 2020.

B. White Blood Cell Stimulants — Filgrastims and Pegfilgrastims

Background—The White Blood Cell (WBC) Stimulants are comprised of the filgrastims and
pegdfilgrastims. The class has not been previously reviewed for formulary status, although
several products were reviewed as newly approved drugs. There are four filgrastims and four
pegfilgrastims in the class.

This is first time that the P&T Committee is evaluating biosimilars and follow-on biologics for
formulary status as part of a drug class review. The FDA definition of a biosimilar is that the
biological product is approved based on data demonstrating that it is highly similar to an FDA-
approved biological product, known as a reference product, and that there are no clinically
meaningful differences between the biosimilar product and the reference product. Note that
sargramostim (Leukine) is a WBC stimulant that was not included in the clinical or cost
effectiveness review; it will remain designated as UF.

Relative Clinical Effectiveness Conclusion—The P&T Committee concluded (17 for, O
opposed, 0 abstained, 1 absent) the following:

e The filgrastims and pegfilgrastims are most commonly used for the prophylaxis of
chemotherapy-related febrile neutropenia in patients with nonmyeloid malignancies.
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e Several professional guidelines from the American Society of Clinical Oncology
(ASCO, 2015), European Society for Medical Oncology (2016), and the National
Comprehensive Cancer Network (NCCN, 2020), state that all the products are effective
for preventing febrile neutropenia; that pegfilgrastim is equally effective as filgrastim;
and that biosimilars provide an opportunity to decrease healthcare expenditures while
ensuring patients receive high-quality cancer care. The guidelines do not give a
preference for one individual product over another.

e A systematic review of 90 studies evaluating switching between a variety of reference
products and their biosimilars reported no differences in safety, efficacy, or
immunogenicity (Hillel, 2018). One study specifically studying switching between the
filgrastim reference product and biosimilars in breast cancer patients also showed no
differences in efficacy, overall safety or immunogenicity development (Blackwell,
2015).

e The filgrastims require once daily dosing for febrile neutropenia, in contrast to the
pegfilgrastims, which have a longer half-life and are administered once per
chemotherapy cycle. However, the filgrastims are used in patients receiving weekly
chemotherapy regimens, since the pegfilgrastims cannot be administered between 14
days prior to and 24 hours after the administration of chemotherapy.

e The safety profiles of the filgrastims and pegfilgrastims are similar. Bone pain and pain
in the extremities are the most commonly reported adverse reactions, which are seen
more frequently with the pegfilgrastims.

e Data from the FDA-approved labeling show there is a low incidence of immunogenicity
for the filgrastims and pegfilgrastims.

Filgrastims

o filgrastim (Neupogen) is the reference biologic for the filgrastims. Advantages
include availability in both a syringe and vial, and approval for both subcutaneous (SC)
and intravenous (IV) administration. One disadvantage is that the syringe (but not the
vial) contains latex, which is a concern in patients with latex allergy.

e tbo-filgrastim (Granix) is a follow-on biologic to Neupogen, which means it was
approved via a different pathway than the biosimilars. Granix is available in both
syringes and vials, which do not contain latex. Both formulations are only approved for
SC administration.

o filgrastim-sndz (Zarxio) disadvantages include that it is only available in a syringe,
which contains latex, and that volumes smaller than 0.3 mL cannot be accurately
measured due to limitations of the measuring units in the syringe.

o filgrastim-aafi (Nivestym) advantages include availability in both a syringe and vial,
that it does not contain latex and can be administered by both SC and IV routes.

Pegfilgrastims

e The pegfilgrastims are only available in syringes and not vials, and are only approved
for SC administration. None of the syringes are designed to administer doses less than
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0.6 mL although pediatric dosing with lower mL doses are listed in the package
labeling for the products.

e pegfilgrastim (Neulasta) is the reference biologic for the pedfilgrastims. In addition to
the syringe, it also comes in an on-body injector (Neulasta OnPro) which allows for
delayed administration 27 hours after application. This provides a convenience for
patients who cannot self-inject at home. Both formulations contain latex.

e pedfilgrastim-jmdb (Fulphila) and pegfilgrastim-cbgv (Udenyca) do not contain
latex. Udenyca has the highest utilization of the pegfilgrastims in the MHS.

o pegfilgrastim-bmez (Ziextenzo) has latex in the syringe, and has very low utilization
in the MHS.

e According to FDA guidance, providers can interchange biosimilars at the time of
prescribing, but the FDA requires further data for substitution by other than the
prescriber (e.g., a pharmacist cannot substitute products at the pharmacy window).
However, overall, there is a very high degree of interchangeability within the
filgrastims subclass, and within the pegfilgrastims subclass.

e The overall choice for prescribing a particular filgrastim or pegfilgrastim should be
based on the patient’s chemotherapy regimen (e.g., cycle frequency and the risk for
causing febrile neutropenia), convenience, and cost.

Relative Cost-Effectiveness Analysis and Conclusion—Cost-minimization analysis
(CMA) and BIA were performed to the WBC Stimulants class. The P&T Committee
concluded (17 for, 0 opposed, 0 abstained, 1 absent) the following:

e Filgrastims: CMA results showed that for the filgrastims, Granix and Nivestym were
more cost-effective than Neupogen, and Zarxio.

e Pegfilgrastims: For the pegfilgrastims, CMA showed that Udenyca and Fulphila were
more cost-effective than Neulasta and Ziextenzo.

o Filgrastims: BIA was performed to evaluate the potential impact of designating
selected filgrastims as formulary, NF, or Tier 4 on the UF. BIA results showed that for
the filgrastims, designating Granix and Nivestym as UF and step-preferred, with
Neupogen and Zarxio as UF and non-step-preferred demonstrated significant cost
avoidance for the MHS.

e Pegfilgrastims: For the pegfilgrastims, the BIA showed that designating Udenyca and
Fulphila as UF and step-preferred, with Neulasta syringes), Neulasta OnPro infuser, and
Ziextenzo as UF and non-step-preferred demonstrated significant cost avoidance for the
MHS.

1. COMMITTEE ACTION: UF and STEP THERAPY
RECOMMENDATION—The P&T Committee recommended (17 for, O
opposed, 0 abstained, 1 absent) the following:
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FILGRASTIMS

e UF and step-preferred

= tho-filgrastim vial and syringe (Granix) (Granix vials moves from
NF to UF and step-preferred status)

= filgrastim-aafi vial and syringe (Nivestym) (movesfrom NF to
UF and step-preferred status)

e UF and non-step-preferred

= filgrastim vial and syringe (Neupogen) (movesto non-step-
preferred status)

= filgrastim-sndz syringe (Zarxio) (moves to non-step-preferred
status)

= Note that as part of the formulary recommendation, a trial of both
Granix and Nivestym are required in new users before patients
can try Neupogen or Zarxio.

e NF- None
e Tier 4/Not Covered - None

PEG FILGRASTIMS
e UF and step-preferred
= pegfilgrastim-cbqv syringe (Udenyca)
= pegfilgrastim-jmdb syringe (Fulphila)
e UF and non-step-preferred

= pegfilgrastim syringe (Neulasta) (movesto non-step-preferred
status)

= pegfilgrastim on-body injector (Neulasta OnPro) (moves to non-
step-preferred status)

= pegfilgrastim-bmez syringe (Ziextenzo) (movesto non-step-
preferred status)

= Note that as part of the formulary recommendation, atrial of both
Udenyca and Fulphila are required in new users before patients
can try Neulasta, Neulasta OnPro, or Ziextenzo.

e NF-None
e Tier 4/Not Covered - None

2. COMMITTEE ACTION: BCF RECOMMENDATION—The P&T
Committee recommended (17 for, 0 opposed, 0 abstained, 1 absent) adding
Udenyca syringe and Granix vial and syringe to the BCF. BCF addition will
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assist with standardizing at the MTFs for these most cost-effective WBC
stimulants.

3. COMMITTEE ACTION: MANUAL PA CRITERIA— The P&T Committee
recommended (16 for, 0 opposed, 1 abstained, 1 absent) manual PA criteria for
the non-step-preferred WBC stimulants, requiring the step-preferred products
first, unless the patient has had an inadequate response or could not tolerate the
preferred WBC stimulants. For new users of Neupogen and Zarxio, a trial of
Granix and Nivestym is required. New users of Neulasta, Neulasta OnPro, or
Ziextenzo are required to try Udenyca and Fulphila first. Patients requiring a
pegdfilgrastim who cannot self-inject will be able to receive Neulasta OnPro.
See Appendix C for the full criteria.

4. COMMITTEE ACTION: QLs—The P&T Committee recommended (17
for, 0 opposed, 0 abstained, 1 absent) removing the current QLs for the
pegfilgrastims (Neulasta, Neulasta OnPro, Fulphila, Udenyca, and
Ziextenzo), as there is a low risk of inappropriate quantities being
prescribed. The filgrastims do not currently require QLs. See Appendix
D for the full criteria.

5. EXPANDED MILITARY TREATMENT FACILITY (MTF)/MAIL
PHARMACY INITIATIVE (EMMP1) PROGRAMAND NON-
FORMULARY TO MAIL REQUIREMENTS—The filgrastims and
pegfilgrastims are used for limited treatment durations. The P&T
Committee recommended (17 for, 0 opposed, 0 abstained, 1 absent)
removing Neupogen, Granix syringe, Neulasta, Neulasta OnPro, and
Udenyca from the program. Granix vials, Zarxio, Nivestym, Fulphila,
and Ziextenzo are not currently on the EMMPI program. In summary,
neither the filgrastims nor pegfilgrastims are included on the program.

6. COMMITTEE ACTION: TIER 1 COST SHARE—The P&T Committee
recommended (17 for, O opposed, 0 abstained, 1 absent) lowering the current
Tier 2 cost-share for the filgrastim Granix (both syringe and vial) and the
pegdfilgrastim Udenyca (both syringe and vial) to the generic Tier 1 cost-share.

The authority for this recommendation is codified in 32 CFR 199.21(e)(3) from
the Final Rule published June 3, 2020 which states “in implementing this rule,
the Committee will not only evaluate drugs for exclusion from coverage, but
will also include identifying branded drugs that may be moved to Tier 1 status
with a lower copayment for beneficiaries. The intent of identifying agents in
this manner as well as the new exclusion authority is to yield improved health,
smarter spending, and better patient outcomes.” Lowering the cost-share for
both Granix and Udenyca will provide a greater incentive for beneficiaries to
use the most cost-effective WBC stimulant for the filgrastims and
pegfilgrastims, in the purchased care points of service.
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7. COMMITTEE ACTION: UF PA,QL, EMMPI and Tier 1 COST
SHARE IMPLEMENTATION PERIOD—The P&T Committee
recommended (17 for, 0 opposed, O abstained, 1 absent) an effective date
of the first Wednesday 60-days after signing of the minutes in all points of
service. Based on the P&T Committee’s recommendation, the effective
date is December 30, 2020. Note that the BCF addition of Granix and
Udenyca will occur two weeks after signing of the minutes.

C. Psoriasis Agents

Background—The Psoriasis Agents have not previously been reviewed for formulary status.
The twelve members in the class are classified by their mechanisms of action, which include
the topical vitamin D analogs (calcipotriene, calcitriol), retinoids (tazarotene), and
combinations of topical vitamin D analogs with topical corticosteroids
(calcipotriene/betamethasone).

The tazarotene cream and gel formulations are classified as Psoriasis Agents for purposes of
formulary considerations, even though they are also labeled for acne. The injectable biologics
indicated for plaque psoriasis are included in the Targeted Immunomodulatory Biologics
(TIBs) drug class, and were not reviewed here.

Relative Clinical Effectiveness Conclusion—The P&T Committee concluded (17 for, O
opposed, 0 abstained, 1 absent) the following:

e The psoriasis drugs have a long history of use and are well established in professional
treatment guidelines and clinical practice. These agents are used to treat localized plaque
psoriasis affecting less than 20% of the body surface area. Patients who have a more
widespread disease are candidates for systemic therapy or phototherapy, rather than topical
treatment.

e The 2009 American Academy of Dermatology (AAD) guidelines support topical
corticosteroids as first-line therapy for localized plaque psoriasis. However, well
recognized adverse effects limit treatment duration to 2 to 4 weeks. Patients with limited
disease who are refractory to higher potency topical corticosteroids typically transition to
the topical vitamin D analogs or retinoids.

e The psoriasis agents are available in several vehicles (e.g., cream, ointment, gel,
solution/suspension, foam). However, the vehicles all have alternatives, which can attain
the same clinical effect while treating various body areas. Scalp-friendly vehicles in the
class include lotions, foams, solutions, topical suspensions, and gels.

e Drugs with the same mechanism of action are clinically interchangeable (e.g., among the
vitamin D analogs and among the retinoids, respectively), provided that any differences in
vehicle formulation will not affect the application site.

e For non-corticosteroid therapies, the AAD recognizes both the vitamin D analogs
(calcipotriene and calcitriol), and the retinoids (tazarotene) as having the highest quality of
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evidence for treating plaque psoriasis. (Level 1 with grade “A” strength of
recommendation)

e Combining a topical corticosteroid with either a vitamin D analog or retinoid can replace or
supplement higher potency corticosteroids by providing greater efficacy than the individual
components, while reducing total cumulative corticosteroid exposure.

e The fixed-dose combinations of a vitamin D analog with a higher potency topical
corticosteroid provide a convenience to the patient. However, combined therapy that uses
two products separately (e.g., vitamin D analog applied in the morning and corticosteroid
applied at night) achieves similar effects, allows for more dosing flexibility, and is as well
tolerated as using a fixed-dose combination product.

e The vitamin D analogs are either equivalent or superior to other treatment options.
Common adverse reactions of the vitamin D analogs include application site irritation,
contact dermatitis and potential increases in serum calcium levels.

= Calcipotriene 0.005% cream, ointment, and solution together comprise
approximately 50% of the MHS utilization for the entire psoriasis drug class.
Provider feedback frequently mentioned calcipotriene cream as a preferred and
required agent for the formulary.

= Calcitriol 3 mcg/g ointment (Vectical) is clinically interchangeable with
calcipotriene ointment and has low utilization across the MHS.

= Calcipotriene 0.005% foam (Sorilux) offers no therapeutic advantages over other
scalp-friendly products, including calcipotriene solution.

e The retinoid tazarotene may be less effective and is used less frequently than the vitamin
D analogs. Adverse reactions associated with tazarotene include embryo-fetal toxicity
(pregnancy category X rating), local irritation, and photosensitivity. Tazarotene has a
higher discontinuation rate due to adverse events than the vitamin D analogs (18% vs.
4.6%, respectively). Tazarotene provides a niche for treating areas with very thick plaques
or disease affecting the fingernails.

= Tazarotene 0.1% cream has the highest utilization of the retinoids in the MHS.

= Tazarotene 0.05% gel and cream (Tazorac), and tazarotene 0.01% gel
(Tazorac) offer little to no therapeutic advantages over the 0.1% cream.

e Other than providing patient convenience, the vitamin D analogs/corticosteroid
combination products offer no therapeutic advantages over applying an individual
calcipotriene and a high-potency topical corticosteroid concurrently.

= Calcipotriene 0.005% / betamethasone 0.064% ointment (Taclonex, generic)
offers no compelling clinical advantages over the other products.

= Calcipotriene 0.005% / betamethasone 0.064% foam (Enstilar) provides a scalp-
friendly vehicle, but is flammable.

= Calcipotriene 0.005% / betamethasone 0.064% suspension (Taclonex) can be
used on the scalp, however there are numerous alternatives including using the
individual agents applied concurrently, as well as Enstilar foam.
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e Inorder to meet the needs of MHS patients, for the vitamin D analogs, at least one
ointment, cream, and scalp-friendly agent are each required on the formulary. For the
retinoids, a cream is required.

Relative Cost-Effectiveness Analysis and Conclusion—CMA and BIA were performed.
The P&T Committee concluded (17 for, 0 opposed, 0 abstained, 1 absent) the following:

e CMA at the time of the review, showed that formulations ranked from most cost
effective to least cost effective in the class are as follows: calcipotriene 0.005% cream
(Dovonex, generics), calcipotriene 0.005% solution (generics), calcipotriene 0.005%
ointment (Calcitrene, generics), tazarotene 0.1% cream (Tazorac, generics), calcitriol
3 mcg/g ointment (Vectical, generics), tazarotene 0.05% cream (Tazorac), tazarotene
0.1% gel (Tazorac), tazarotene 0.05% gel (Tazorac), calcipotriene 0.005% foam
(Sorilux), Enstilar foam, calcipotriene 0.005%-betamethasone 0.064% ointment
(Taclonex), and calcipotriene 0.005%-betamethasone 0.064% suspension (Taclonex).

e A BIA was performed to evaluate the potential financial impact of various
formulary placement scenarios by designating selected psoriasis agents as Tier 4,
NF,and UF. The BIA results showed that designating calcipotriene 0.005%-
betamethasone 0.064% suspension (Taclonex) as Tier 4 and with all remaining
psoriasis agents designated as UF or NF, demonstrated significant cost avoidance
for the MHS.

1. COMMITTEE ACTION: PSORIASISAGENTSUF/TIER 4/NOT
COVERED RECOMMENDATION—The P&T Committee
recommended (16 for, O opposed, 0 abstained, 2 absent) the following
formulary recommendations for the Psoriasis Agents as outlined below,
based on clinical and cost-effectiveness.

e UF:
= calcipotriene 0.005% ointment (Calcitrene, generics)
= calcipotriene 0.005% cream (Dovonex, generics)
= calcipotriene 0.005% solution (generics)

= tazarotene 0.1% cream (generics)

e NF: (all move from UF to NF status)
= calcipotriene 0.005% foam (Sorilux)
= calcitriol 3 mcg/g ointment (Vectical, generics)

= calcipotriene 0.005%/betamethasone 0.064% ointment
(Taclonex, generics)

= calcipotriene 0.005%/betamethasone 0.064% foam (Enstilar)
= tazarotene 0.1% gel (Tazorac)
= tazarotene 0.05% cream (Tazorac)
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= tazarotene 0.05% gel (Tazorac)

e Tier 4/Not Covered:

= calcipotriene 0.005%/betamethasone 0.064% suspension
(Taclonex) (moves from UF to Tier 4 status)

For Taclonex suspension, which was recommended for Tier 4/Not
Covered status, the P&T Committee concluded that it provides
very little to no additional clinical effectiveness relative to the
other psoriasis agents. Overall, the P&T Committee felt that that
the needs of TRICARE beneficiaries can be met by the other
combination products, and by use of the single ingredient vitamin
D analogs and corticosteroids used separately. See Appendix H

for the formulary alternatives for the Tier 4 drugs.

2. COMMITTEE ACTION: BASIC CORE FORMULARY (BCF)
RECOMMENDATION—The P&T Committee recommended (17 for, O
opposed, 0 abstained, 1 absent) adding calcipotriene 0.005% cream to the
BCF, based on existing high utilization at the MTF, preferred place in
therapy based on AAD guidelines, and provider feedback.

3. COMMITTEE ACTION: MANUAL PRIOR AUTHORIZATION
CRITERIA—The P&T Committee recommended (17 for, O opposed, O
abstained, 1 absent) manual PA criteria for Sorilux foam, Enstilar foam
and Taclonex ointment in all new and current users, requiring a trial of a
high potency corticosteroid and calcipotriene first, due to the large
number of clinically and cost-effective formulary alternatives available.
Manual PA criteria were also recommended for new and current users of
Tazorac 0.05% gel and cream, and Tazorac 0.1% gel, requiring a trial of
tazarotene 0.1% cream and a high potency topical steroid, for plaque
psoriasis affecting the body. For acne, a trial of tazarotene 0.1% cream
will be required before the other Tazorac formulations. See Appendix C
for the full criteria

4. COMMITTEE ACTION: MEDICAL NECESSITY (MN)
RECOMMENDATION—The P&T Committee recommended (17 for, O
opposed, 0 abstained, 1 absent) MN criteria for Sorilux foam, calcitriol
3 mcg/g ointment (Vectical), Enstilar foam, calcipotriene 0.005%-
betamethasone 0.064% ointment (Taclonex), Tazorac 0.1% gel, and

0.05% cream and gel. See Appendix B for full requirements.

5. COMMITTEE ACTION: EXPANDED MILITARY TREATMENT
FACILITY (MTF)/MAIL PHARMACY INITIATIVE (EMMPI)
PROGRAMAND NON-FORMULARY TO MAIL REQUIREMENTS—
The P&T Committee recommended (17 for, 0 opposed, 0 abstained, 1
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absent) excluding the NF psoriasis agents from the NF to mail requirement
due to acute use. See Appendix F for details.

6. COMMITTEE ACTION: UF/TIER 4, PA, MN, AND EMMPI
IMPLEMENTATION PERIOD—The P&T Committee recommended
(17 for, O opposed, 0 abstained, 1 absent) 1) an effective date of the first
Wednesday 120 days after the signing of the minutes; 2) DHA send letters
to beneficiaries who are affected by the by the change from UF to NF
status and PA requirements, and 3) DHA send letters to beneficiaries who
are affected by the Tier 4/not covered recommendations at 30 and 60 days
prior to implementation. Based on the P&T Committee’s
recommendation, the effective date is February 24, 2021. Note that the
BCF addition of calcipotriene 0.005% cream will occur 2 weeks after

signing of the minutes.

V. NEWLY APPROVED DRUGS PER 32 CFR 199.21(g)(5)

Relative Clinical Effectiveness and Relative Cost-Effectiveness Conclusions—The P&T
Committee agreed for group 1: (17 for, O opposed, 0 abstained, 1 absent); group 2: (17 for, 0
opposed, 1 abstained, 0 absent), and group 3: (16 for, 0 opposed, 0 abstained, 2 absent) with
the relative clinical and cost-effectiveness analyses presented for the newly approved drugs
reviewed according to 32 CFR 199.21(g)(5). See Appendix E for the complete list of newly
approved drugs reviewed at the February 2020 P&T Committee meeting, a brief summary of
their clinical attributes, and their formulary recommendations. See Appendix F for their
restriction to or exemption from the Mail Order Pharmacy.

A. COMMITTEE ACTION: UF RECOMMENDATION—The P&T Committee
recommended for group 1: (17 for, O opposed, O abstained, 1 absent); group 2: (17 for,
0 opposed, 1 abstained, 0 absent); and group 3: (16 for, 0 opposed, O abstained, 2
absent) the following:

o UF:

= apomorphine sublingual film (Kynmobi) —new formulation of
apomorphine for Parkinson’s disease

= capmatinib (Tabrecta) — oncological agent for non-small cell lung cancer
(NSCLC)

= elagolix/estradiol/norethindrone (Oriahnn) — luteinizing hormone-
releasing hormone agonists-antagonists for heavy bleeding with fibroids

= fenfluramine oral solution (Fintepla) — anticonvulsant for Dravet
syndrome

= insulin lispro-aabc (Lyumjev) — another insulin lispro formulation for
diabetes mellitus

* lemborexant (Dayvigo) — dual orexin receptor antagonist for insomnia
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= nimodipine oral syringe (Nymalize) — new oral syringe formulation of
nimodipine

= octreotide acetate injection (Bynfezia Pen) — new formulation of
octreotide in a pre-filled pen

= osilodrostat (Isturisa) — miscellaneous endocrine agent for Cushing’s
disease

= ozanimod (Zeposia) — Multiple Sclerosis agent
= pemigatinib (Pemazyre) — oncological agent for cholangiocarcinoma

= ripretinib (Qinlock) — oncological agent for gastrointestinal stromal
tumors (GIST)

= selpercatinib (Retevmo) — oncological agent for NSCLC and thyroid
cancer

= selumetinib (Koselugo) — oncological agent for Neurofibromatosis
type 1
= tucatinib (Tukysa) — oncological agent for breast cancer

= bempedoic acid/ezetimibe (Nexlizet) — antilipidemic-1 fixed dose
combination for atherosclerotic cardiovascular disease (ASCVD) and
heterozygous familial hypercholesterolemia (HeFH)

» diclofenac epolamine 1.3% patch (Licart) — NSAID patch for acute pain

= lactic acid; citric acid; potassium bitartrate vaginal gel (Phexxi) —
miscellaneous contraceptive vaginal gel for on-demand contraception

» leuprolide acetate injection (Fensolvi) — leuprolide formulation for
central precocious puberty

= levonorgestrel/ethinyl estradiol transdermal system (Twirla) —
Miscellaneous contraceptive

= minocycline 1.5% topical foam (Zilxi) — topical formulation of
minocycline for rosacea

e Tier 4/Not Covered:

= halcinonide 0.1% topical solution (Halog) — high potency topical
corticosteroid

e Halog topical solution was recommended for Tier 4 status as it has
no clinical benefit relative to other high potency topical
corticosteroids, and the needs of TRICARE beneficiaries are met by

alternative agents.
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=  Formulary alternatives to Halog topical solution include
betamethasone propylene glycol 0.05% cream, clobetasol
propionate 0.05% cream and ointment, clobetasol
propionate/emollient 0.05% cream, desoximetasone
0.25% cream and ointment, fluocinonide 0.05% cream
and ointment, fluocinonide/emollient base 0.05% cream,
halobetasol propionate 0.05% ointment. (See Appendix
H.)

= tazarotene 0.045% lotion (Arazlo) — topical acne and rosacea agents

e Arazlo lotion was recommended for Tier 4 status as it has no clinical
benefit relative to other topical acne agents, and the needs of

TRICARE beneficiaries are met by alternative agents.

» Formulary alternatives to Arazlo lotion include adapalene
(cream, gel, lotion), tazarotene (cream), clindamycin
(cream, gel, lotion, solution), clindamycin/benzoyl
peroxide (combination) gel, and tretinoin (cream, gel).
(See Appendix H.)

B. COMMITTEE ACTION: MN CRITERIA—The P&T Committee recommended
group 1: (17 for, 0 opposed, 0 abstained, 1 absent); group 2: (17 for, 0 opposed, 1
abstained, 0 absent); and group 3: (16 for, 0 opposed, 0 abstained, 2 absent) MN
criteria for Fensolvi, Licart, Nexlizet, Phexxi vaginal gel, Twirla patch, and Zilxi
foam. See Appendix B for the full criteria.

C. COMMITTEE ACTION: PA CRITERIA—The P&T Committee recommended
group 1: (17 for, 0 opposed, O abstained, 1 absent); group 2: (17 for, O opposed, 1
abstained, 0 absent); and group 3: (16 for, 0 opposed, 0 abstained, 2 absent) the
following (see Appendix C for the full criteria):

e Topical Acne and Rosacea Agents: Applying step therapy criteria to new
and current users of Zilxi foam that is currently in place for the other non-
step-preferred rosacea agents, including Mirvaso and Soolantra, requiring
a trial of topical metronidazole first.

e Insomnia Drugs: Applying manual PA criteria to new and current users of
Dayvigo that is currently in place for the other dual orexin receptor
antagonist for insomnia (suvorexant), requiring atrial of zolpidem ER
(Ambien CR generic) and eszopiclone (Lunesta generic) first.

e Miscellaneous contraceptives: Applying manual PA criteria to new users
of the Twirla patch and Phexxi vaginal gel.

e Oncologic drugs: Applying manual PA criteria to new users of Koselugo,
Pemazyre, Qinlock, Retevmo, Tabrecta, and Tukysa.
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e Applying manual PA criteria to new users of Fintepla, Isturisa, Licart
patch, Nexlizet, Oriahnn, and Zeposia.

D. COMMITTEE ACTION: UF, TIER 4/NOT COVERED, MN, AND PA
IMPLEMENTATION PERIOD—The P&T Committee recommended group 1:
(17 for, 0 opposed, 0 abstained, 1 absent); group 2: (17 for, 0 opposed, 1
abstained, 0 absent); and group 3: (16 for, 0 opposed, 0 abstained, 2 absent) the
following:

e NewDrugs Recommended for UF or NF Status, MN and PA criteria: An
effective date of the first Wednesday upon two weeks after signing of the
minutes in all POS, on November 11, 2020.

e NewDrugs Recommended for Tier 4/Not Covered Status: 1) An effective
date of the first Wednesday after a 120-day implementation period at all POS,
and 2) DHA send letters to beneficiaries who are affected by the Tier 4/Not
Covered recommendation at 30 days and 60 days prior to implementation on
February 24, 2021.

VI. UTILIZATION MANAGEMENT
A. PA Criteria
1. New Manual PA Criteria

a) NEWLY APPROVED DRUGS NOT SUBJECT TO 32 CFR 199.21(9)(5)

1) Narcotic Analgesics and Combinations—tramadol 100 mg IR tablet—
Cost-effective formulations of tramadol IR 50 mg tablets have been widely
available from several manufacturers. The branded Ultram 100 mg tablets
have been discontinued. A single manufacturer is now marketing a 100 mg
IR tablet that is not cost-effective. The Committee recommended manual
PA to encourage use of tramadol 50 mg IR tablets and to discourage the use
of the 100 mg strength.

2) Vitamins: Prenatal—prenatal multivitamin (Trinaz)—Trinaz is a prenatal
dietary supplement manufactured by a single company and requires a
prescription prior to dispensing. The primary ingredients of Trinaz are
similar to that found in Azesco and Zalvit, which require manual PA.
Several prescription prenatal multivitamins are included in the TRICARE
pharmacy benefit for women younger than the age of 45 and do not require
prior authorization criteria. Manual PA criteria were recommended for all
new and current users of Trinaz, to require atrial of cost-effective formulary
prenatal vitamins first.
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COMMITTEE ACTION: NEWPA CRITERIAFOR DRUGS NOT
SUBJECT TO CFR 32 CFR 199.21(g)(5): TRAMADOL 100 MG IR
TABLET AND TRINAZ MANUAL PA CRITERIA—The P&T
Committee recommended (16 for, 0 opposed, O abstained, 2 absent)
manual PA criteria for tramadol 100 mg IR tablets and Trinaz
(regardless of the woman’s age) in new and current users, due to
significant cost differences compared with numerous available
alternative agents. See Appendix C for the full criteria.

b) Pulmonary-2 Agents: Long-Acting Beta Agonists (LABAs)—olodaterol
(Striverdi Respimat)

Striverdi Respimat was designated as UF when reviewed at the February 2016 P&T
Committee meeting. It was the sixth marketed LABA oral inhaler approved for
maintenance treatment of moderate to severe chronic obstructive pulmonary disease
(COPD). The LABA oral inhalers have seen declining utilization, primarily due to
safety concerns, and have been largely replaced by the combination LABA/inhaled
corticosteroid products (e.g., Advair) and long-acting muscarinics (e.g., Spiriva).
There has been a significant price increase for Striverdi Respimat. Manual PA was
recommended in new users to require a trial of the cost effective and more widely
used salmeterol inhaler (Serevent Diskus) first, unless the patient is unable to
produce the inspiratory flow necessary to use a dry powder inhaler.

c) Gastrointesinal-2 Agents—teduglutide (Gattex)

Gattex is approved for patients with chronic short bowel syndrome (SBS) who are
dependent on total parenteral nutrition (TPN), despite aggressive use of
conventional measures. The product labeling states the drug should be discontinued
in patients where minimal or no response is noted (shown as a clinically meaningful
reduction in parenteral support or reduction in days requiring parenteral support), or
who experience intolerable side effects. Gattex was identified as a high-cost
specialty drug with a potential for off-label use. Provider feedback was solicited to
develop manual PA criteria to ensure appropriate use for the small patient
population who will benefit, consistent with the package labeling. Manual PA
criteria will apply to new patients, with renewal criteria required for the patient to
continue therapy after initial approval.

COMMITTEE ACTION: NEWPA CRITERIA FOR STRIVERDI
RESPIMAT AND GATTEX—The P&T Committee recommended (16 for, 0
opposed, 0 abstained, 2 absent) manual PA criteria manual PA criteria for
Striverdi Respimat in new users and for Gattex in new users. See Appendix
C for the full criteria.

2. Updated PA Criteria

Updates to the manual PA criteria and step therapy for several drugs were
recommended due to a variety of reasons, including safety information, age indications,
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new FDA-approved indications, and availability of cost-effective alternative treatments.
The updated PAs and step therapy outlined below will apply to new users with the
exceptions of isotretinoin (Absorica and Absorica LD) and minocycline ER (Solodyn)
which will apply to new and current users.

a) Updated PA criteria for reasons other than new FDA Indications, NCCN
Guideline updates, or age ranges

1) Gynecological Agents Miscellaneous—flibanserin (Addyi)—Manual PA
criteria for Addyi were initially recommended at the November 2015 P&T
Committee meeting. In October 2019, the FDA removed the Addyi risk
evaluation and mitigation strategy (REMS) program and alcohol
contraindication; now the boxed warning outlines the risks of concurrent
alcohol consumption with Addyi. The Committee agreed to update the
manual PA in new users to reflect these safety changes, and to include
criteria similar to other agent in the class, bremelanotide (Vyleesi),
regarding cognitive-behavioral therapy and counseling.

2) Acne Agents: Isotretinoids—isotretinoin (Absorica, Absorica LD)—
Several AB-rated generic formulations of the original proprietary product
Accutane are marketed (e.g., Amnesteem, Claravis, Myorisan). Absorica
and Absorica LD are new isotretinoin products specifically formulated to
allow for absorption without regard to meals. Other than patient
convenience, they offer no compelling advantages over generic isotretinoin
for patients with recalcitrant acne. Generic formulations of Absorica are
expected in 2021. Existing PA criteria from November 2015 for Absorica
and Absorica LD allow use if the patient is unable to comply with the
dietary requirements for the generic products. The existing manual PA
criteria for Absorica and Absorica LD, were updated to require a trial of
generic isotretinoin first in new and current users, due to cost effectiveness.

3) Antibiotics: Tetracyclines—minocycline ER (Solodyn, generics)—The
February 2017 Tetracycline drug class review concluded there was no data
to support that minocycline ER (Solodyn, generic) formulations are more
effective or safer than generic minocycline IR preparations for treating acne.
There is a substantial cost difference between the generic IR and ER
formulations. Step therapy currently requires a trial of generic doxycycline
IR and generic minocycline IR first. The existing Solodyn PA criteria were
updated in new and current users to also require the provider to state the
clinical reason as to why the patient cannot take generic minocycline IR.
Automated step therapy will no longer apply. The new PA criteria will not
expire, so patients meeting the updated criteria will not be required to fill out
renewal criteria.
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COMMITTEE ACTION: UPDATED MANUAL PA CRITERIA—The
P&T Committee recommended (16 for, O opposed, O abstained, 2
absent) updates to the manual PA criteria for Absorica, Absorica LD,
Solodyn and generics, and Addyi. See Appendix C for the full criteria.

b) Updated Criteria for new FDA Indications, NCCN Guideline Updates, or Age
Ranges. Note that since these updates allow for expanded indications or broader
age ranges, the updated PAs are not detailed in Appendix C, as minor changes were
made.

1) Acne Agents: Topical Acne and Rosacea—dapsone 5% and 7.5% gel
(Aczone)—Aczone 7.5% gel is only available in a proprietary formulation;
however, generic dapsone 5% gel was first marketed in October 2017.
Aczone 7.5% recently received approval for treating acne in patients as
young as 9 years of age. Generic dapsone 5% has not been studied in
patients younger than age 12. After reviewing clinical trial data, the
Committee agreed to remove the age restrictions for both dapsone
formulations. The committee also agreed that dapsone was unlikely to be
used in children younger than 9, as acne is not commonly seen in this age
group. Providers can therefore use the more cost-effective generic dapsone
5% rather than Aczone 7.5% for children. The PA criteria still requires a
diagnosis of acne vulgaris and a trial of at least 3 step preferred topical
generic acne products, including combination therapy with clindamycin and
benzoyl peroxide.

2) Respiratory Interleukins—dupilumab injection (Dupixent)—Manual PA
criteria for Dupixent were updated to reflect a lowered age indication for
pediatric patients with moderate to severe atopic dermatitis 6 years of age or
older; the previous age was 12 years. Note that the current age requirements
for the other indications are not changed, including patients older than 18
years for chronic sinusitis and for patients as young as 12 years for asthma.

3) Pulmonary-1 Agents: Idiopathic Pulmonary Fibrosis (IPF)—nintedanib
(Ofev)—The IPF drugs were reviewed for formulary status in May 2017,
with step therapy requiring a trial of pirfenidone (Esbriet) prior to Ofev.
Ofev recently gained a new indication for chronic fibrosing interstitial lung
diseases (ILDs) with a progressive phenotype. Esbriet lacks this indication,
therefore the step therapy requirements for a trial of Esbriet first will not
apply here. The renewal criteria from the May 2017 class review was also
clarified to exclude concomitant use of Esbriet and Ofev.

4) Oncologic Agents: ovarian cancer [niraparib (Zejula), olaparib
(Lynparza), and rucaparib (Rubraca)]; melanoma [encorafenib
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(Braftovi)] and multiple myeloma [selinexor (Xpovio)]—Updates to the
manual PA criteria for these oncologic agents reflects more detailed safety
information, including standardized embryo-fetal toxicity information and
male reproductive concerns. New FDA-approved indications or NCCN
guideline-supported indications were also updated. A synopsis of the
changes are summarized below.

= niraparib (Zejula)—Allow use for the new FDA-approved indication
as a first-line treatment for ovarian cancer

= olaparib (Lynparza) and rucaparib (Rubraca)—Updated for the
new FDA-approved indications for treating prostate cancer, and added
a urologist as an allowable prescriber, in addition to a
hematologist/oncologist. The Lynparza criteria was also updated to
allow use for a new pancreatic cancer indication.

= encorafenib (Braftovi—Allow use for the new FDA-approved
indication for treating colorectal cancer

= selinexor (Xpovio)—Allow use for the new FDA-approved indication
for treating diffuse large B-cell lymphoma

5) Targeted Immunomodulatory Biologics (T1Bs)—Several updates for the
TIBs including both off-label and new FDA-approved indications and
clarifications of step therapy requirements were made. A synopsis of the
changes are summarized below.

= adalimumab (Humira)—Allow off-label use for moderately to
severely active pyoderma gangrenosum (PG) that is refractory to high-
potency corticosteroids, based on supporting clinical data.
Additionally, patients with PG or fistulizing Crohn’s Disease (CD) can
use Humira without a trial of non-biologic systemic therapy (e.g.,
methotrexate, azathioprine, sulfasalazine, mesalamine, or
corticosteroids) first.

= ustekinumab (Stelara)—Updated the PA to include the new
indication for pediatric patients down to the age of 6 years for plaque
psoriasis; the previous indication was down to the age of 12 years. A
trial of Humira is not required in pediatric patients 6 to 17 years old
with a diagnosis of plaque psoriasis, since Humira is not indicated for
children for this condition.

» ixekizumab (Taltz)—Updated the criteria to allow use in adults with
non-radiographic axial spondyloarthritis (nr-axSpA); atrial of both
Humira and Cosentyx are required first for this indication. The criteria
were also updated for the new indication of plaque psoriasis in
pediatric patients 6 to 17 years old. Note that a trial of Humira and
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Cosentyx are not required in patient’s age 6 to 17 years. However, the
requirement to try Stelara first for children between 6 to 17 years of
age for this indication still applies.

= secukinumab (Cosentyx)—Updated to allow for the new nr-axSpA
indication, requiring atrial of Humira first. Also updated to include
coverage for moderate to severe plaque psoriasis who are candidates
for systemic therapy or phototherapy, and to remove “psoriasis of the
scalp”, since plaque psoriasis also encompasses all body areas.

COMMITTEE ACTION: UPDATED MANUAL PA CRITERIA AND
STEP THERAPY—The P&T Committee recommended (16 for, 0 opposed,
0 abstained, 2 absent) the updates to the manual PA criteria for Aczone,
Ofev, and Dupixent, the oncology drugs Zejula, Lynparza, Rubraca,
Braftovi, and Xpovio, and the TIBs Humira, Stelara, Taltz, and Cosentyx.

3. NewFDA-Approved Indications for Drugs with Existing PA Criteria: New
Process

The Pharmacy Operations Division (POD) Formulary Management Branch (FMB)
developed a process with the POD Purchased Care Branch and the TPharm
contractor which, after FMB review, may authorize the contractor to temporarily
approve certain new FDA-approved indications or expanded age ranges which
impact drugs that have existing PA criteria. This process will occur prior to the
P&T Committee review of the new indications. Only certain indications screened
and approved by FMB will apply. These new expanded criteria will be presented at
the next quarterly DoD P&T Committee meeting. Any new FDA-approved
indication approved by this process cannot contradict current TRICARE pharmacy
benefit design rules or exclusions.

COMMITTEE ACTION: NEW FDA-APPROVED INDICATIONS FOR
DRUGSWITH EXISTING PA CRITERIA: NEWPROCESS—The P&T
Committee recommended (16 for, 0 opposed, 0 abstained, 2 absent) the
process outlined above, in order to expedite updating PA criteria for new
FDA-approved indications or expanded age ranges.

B. Quantity Limits

1. General QLs: QLs were reviewed for 12 drugs from drug classes where there are
existing QLs, and for some of the new drugs, including contraceptive agents,
miscellaneous endocrine agents, narcotic analgesics and combinations, pain agents,
oncological agents, and pulmonary-1 agents.

COMMITTEE ACTION: QLs—The P&T Committee recommended (16 for, O
opposed, 0 abstained, 2 absent) QLs for Phexxi, Isturisa, tramadol 100 mg IR
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VILI.

tablets, Licart, Pemazyre, Qinlock, Koselugo, Tukysa, Tabrecta, Retevmo,
Rubraca, and Asmanex HFA. See Appendix D for the QLs.

C. PA and QLs Implementation Periods

1. COMMITTEE ACTION: PAAND QLs IMPLEMENTATION PERIOD—The P&T
Committee recommended the following implementation periods:

(16 for, 0 opposed, 0 abstained, 2 absent) The new PAs for tramadol 100 mg IR
tablets and Trinaz will become effective the first Wednesday 90-days after the
signing of the minutes. DHA will send letters to beneficiaries affected by the
new PA requirements for these products, as new and current users will be
subject to the PA.

(16 for, 0 opposed, 0 abstained, 2 absent) Updates to the current PA criteria for
Absorica, Absorica LD, and Solodyn in new and current users will become
effective the first Wednesday 90-days after the signing of the minutes. DHA
will send letters to the beneficiaries affected by the new PA requirements for
these products, as new and current users will be subject to the PA.

(16 for, 0 opposed, 0 abstained, 2 absent) The new PAs for Striverdi Respimat
and Gattex in new users will become effective the first Wednesday 60-days after
the signing of the minutes.

(16 for, 0 opposed, 0 abstained, 2 absent) Updates to the current PA criteria for
Aczone, Addyi, Dupixent, Ofev, and the oncology drugs Zejula, Lynparza,
Rubraca, Braftovi, and Xpovio, and the TIBs , Humira, Stelara, Taltz, and
Cosentyx in new users will become effective the first Wednesday 60-days after
the signing of the minutes.

(16 for, 0 opposed, 0 abstained, 2 absent) QLs listed in Appendix D will
become effective the first Wednesday 2 weeks after the signing of the minutes
in all POS.

LINE EXTENSIONS

The P&T Committee clarified the formulary status for several product line extension (“follow-
on products”) by the original manufacturer. Line extensions have the same FDA indications as
the “parent” drug and retain the same formulary and copayment status as the “parent” drug.

COMMITTEE ACTION: LINE EXTENSIONS, FORMULARY STATUS
CLARIFICATION, AND IMPLEMENTATION— The P&T Committee
recommended (16 for, 0 opposed, 0 abstained, 2 absent) clarifying the formulary status
of the following products to reflect the current formulary status and applicable step
therapy, MN criteria, PA) criteria, QLs, and EMMI List status, and specialty status for
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the parent compound. Implementation will occur the first Wednesday two weeks after
signing of the minutes.

ADHD Agents: Stimulants—designating the authorized generic
methylphenidate ER capsules as UF, similar to the brand Aptensio XR
from the same manufacturer.

Antiretrovirals: Combinations—designating dolutegravir 5 mg tablets
for suspension for children (Tivicay PD) as UF, similar to Tivicay 10 mg,
25 mg and 50 mg oral tablets.

Diabetes Non-Insulin: Sodium-Glucose Co-Transporter 2 (SGLT2)
Inhibitors—empagliflozin/linagliptin/metformin extended release
(Trijardy XR) is a new triple fixed-dose combination product containing an
SGLT-2 inhibitor, DPP-4 inhibitor and metformin. Empagliflozin-
containing products (Jardiance, Glyxambi, Synjardy XR) are currently the
step-preferred SGLT-2 inhibitor. The P&T Committee recommended
designating Trijardy XR as UF, with the same step-therapy and PA criteria
requirements as Jardiance, Glyxambi, and Synjardy XR.

Hepatitis Agents: Direct Acting Agents—designating
ledipasvir/sofosbuvir 33.75 mg/150 mg oral pellet pack (Harvoni) and
sofosbuvirl50 mg oral pellet pack (Sovaldi) as UF, with the same manual
PA requirements, QLs, and specialty reporting requirements similar to
Harvoni 45 mg/200 mg pellet pack and Sovaldi 200 mg pellet pack,
respectively.

Immunological Agents Miscellaneous—designating immune globulin SQ
syringe (Hizentra) as UF, similar to the Hizentra vials.

Migraine Agents: CGRP Preventative—designating fremanezumab
autoinjector (Ajovy) as UF, with the same manual PA requirements, and
QLs as the Ajovy prefilled syringe.

Oncological Agents: Breast Cancer—designating palbociclib (Ibrance)
75 mg, 100 mg, and 125 mg tablets as UF, with the same manual PA
requirements, and same QLS as Ibrance capsules.

Pain Agents: NSAIDS—designating the authorized generic ketorolac
nasal spray as NF, with the same MN criteria, and QLs as brand ketorolac
nasal spray (Sprix) from the same manufacturer.

Pulmonary-1 Agents: Inhaled Corticosteroids—designating mometasone
furoate oral inhaler (Asmanex HFA 50 mcg/actuation) as UF and non-
step preferred, with the same manual PA requirements, and QLS as
Asmanex HFA 100 mcg/actuation and 200 mcg/actuation.
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e Targeted Immunomodulatory Biologics—designating tofacitinib 22 mg
tablets (Xeljanz XR) as UF, with the same step therapy and PA criteria,
EMMI status, and QLs as Xeljanz XR 11 mg.

e Urinary Agents Miscellaneous—cysteamine bitartrate (Procysbi) is now
available in 75 mg and 300 mg delated release (DR) granule packets.
Previously, it was only available as oral DR sprinkle capsules in strengths of
25mg and 75 mg. The P&T Committee recommended designating the new
DR granule packets as UF. Procyshi DR sprinkle capsules have not been
previously reviewed by the Committee but were FDA-approved prior to the
Innovator Rule in August 2015 and are UF by default.

BRAND OVER GENERIC AUTHORIZATION FOR MESALAMINE 1.2 gm
(LIALDA)

Brand over generic PA requirements have applied to mesalamine 1.2 gram (Lialda) since
September 2017, due to cost effectiveness. In April 2020, cost-effective generic mesalamine
1.2 gram formulations were available at the Mail Order and MTFs, however, generic prices at
Retail are not cost effective. On May 20, 2020, the brand over generic requirements were
administratively removed at the Mail Order and MTF points of service. The brand Lialda over
generic PA requirement will remain at the Retail network (i.e., generic mesalamine at the
Retail network requires PA). The branded Lialda will remain Tier 1 at Mail Order and the
Retail network until further direction from the FMB. Generic prices at Retail are continually
monitored and will determine the opportune time to remove brand over generic requirements at
the Retail network and when to increase the branded Lialda copay back to Tier 2 at Mail and
Retail.

COMMITTEE ACTION: LIALDA BRAND OVER GENERIC REQUIREMENT
AND PA CRITERIA AND COPAYMENT—The P&T Committee recommended
(16 for, 0 opposed, 0 abstained, 2 absent), to remove the PA requirement at the Malil
Order Pharmacy and MTF but maintain it at the Retail Network. The Tier 1 co-pay
for brand Lialda will be maintained at both of the Mail Order Pharmacy and the
Retail Network.

REFILLS OF PRESCRIPTION MAINTENANCE MEDICATIONS THROUGH
MTF PHARMACIES OR THE MAIL ORDER PROGRAM

A. Newly Approved Drugs per 32 CFR 199.21(g)(5)
See Appendix F for the mail order status of medications designated UF or NF during the
August 2020 P&T Committee meeting. Note that the Add/Do Not Add recommendations
listed in the appendix pertain to the combined list of drugs under the EMMPI program and
the NF to mail requirement. The implementation date for all of the recommendations from
the August 2020 meeting listed in Appendices E and F, including those for newly approved
drugs, will be effective upon the first Wednesday two weeks after the signing of the
minutes.
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1. COMMITTEE ACTION: NEWLY APPROVED DRUGS PER 32
CFR 199.21(g)(5) RECOMMENDED FOR UF OR NF STATUS—
The P&T Committee recommended (groups 1: 17 for, O opposed, O
abstained, 1 absent; group 2: 17 for, 0 opposed, 1 abstained, O absent;
group 3: 15 for, 0 opposed, 1 abstained, 2 absent), adding or exempting
the drugs listed in Appendix F to/from the Select Maintenance List
(EMMI List) for the reasons outlined in the table. See Appendix F.

X. CHANGES TO THE MHS GENESIS OTC LIST: ALIGNING OTC
FORMULARIES AT MTFS: ASPIRIN, ARTIFICIAL TEARS GEL, AND
PYRANTEL PAMOATE

Background—The DoD P&T Committee continued reviewing the OTC drugs on the MHS
GENESIS OTC list. For afull description of the background and process details, refer to the
May 2019 and August 2019 DoD P&T Committee meeting minutes, found at
http://health.mil/PandT.

Factors influencing whether a particular OTC product is retained or removed from the MHS
GENESIS OTC List include volume and utilization across multiple MTFs; feedback from MTF
stakeholders to include primary care providers, pediatricians, and other providers, the Primary
Care Clinical Community advisory group, pharmacists, and pharmacy personnel; clinical
considerations; and comparative cost.

e OTC Aspirin: The most common aspirin formulations dispensed at MTFs are 81
and 325 mg, with enteric-coated options preferred for chronic use in order to
alleviate gastrointestinal adverse events. There is minimal to no outpatient
dispensing of other available formulations, including 300 and 600 mg suppositories.

o Atrtificial Tears (Overnight Treatment): The ophthalmology leaders requested a review
of hypromellose 0.3% ophthalmic gel (Genteal Tears Severe, Systane Gel) due to its use in
neonates for retinopathy of prematurity; the product is also used for laser procedures and
for neonatal examinations. The MHS GENESIS OTC List also includes a number of
formulations of mineral oil/petrolatum ointments (due to intermittent shortage issues).

e Pyrantel pamoate for hookworm/pinworm: The P&T Committee reviewed
pyrantel pamoate oral suspension (e.g., Reese’s Pinworm, Pin-X) due to an MTF
request as it is a cost effective treatment for pinworm/hookworm, particularly in
small children, compared to the two legend alternatives (albendazole and
mebendazole).

1. COMMITTEE ACTION: STATUSON THE MHS GENESISOTC
LIST/IMPLEMENTATION—The P&T Committee recommended (18
for, 0 opposed, 0 abstained, 0 absent) the following:

e retaining the 81 and 325 mg aspirin products (both enteric and
non-enteric coated) currently on the list. Note that following the
meeting, aspirin oral suspension was recommended for removal.
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e adding hypromellose 0.3% ophthalmic gel (and retaining existing
formulations of mineral oil/petrolatum ointment)

e adding pyrantel pamoate oral suspension

e An effective date of the first Wednesday 2 weeks following
signing of the minutes for the two products added to the MHS
GENESIS OTC List (hypromellose 0.3% gel, pyrantel pamoate
suspension). No patient letters are required. Appendix | outlines
specific products retained or added to the MHS GENESIS OTC
List.

XI. ADJOURNMENT
The meeting adjourned at 1630 hours on August 6, 2020. The next meeting will be in
November 2020.
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